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COMBINED DEC L ARATION AND POWER OF ATTORNEY FOR 
ORIGINAL. DESIGN. NATIONAL STAGE OF PCT, SUPPLEMENTAL, 
DIVISION VL. < QNilM UIONOR! t > - nN£UOTON-IN-PAftT APPLICATION 

As a below named inventor, thereby declare (hat: 

My residence, post office address and citizenship are as stated below next to my name, 

I believe 1 am fhe original, first and sole inventor (if only one name is listed below) or an original, first _ 
plural na) listed I > bjcct ma eh 3 claimed and for which 

a patent is sought on the invention entitled: 

CLOZAPINF AND LtK u'.l 11 - ' .MINT AND BELtASL IN 

MJS£USACCJUM^ 

the specification of which 

a. LJ »s attached hereto 

h £3- was filed on Nfey,2& 300$as application Serial No. 10/580.884 and was amended on 
(if applicable). 

PCT FTLF.D APPLICATION ENTERING NATIONAL STA GE 

c. jgj was described and claimed in latcmationa) Application No. PCT/VS04/407S6 filed on 
December 6. 200.4 and as amended on (if any). 

I hereby state thai 'i have reviewed and understand the contents of the above-identified specification, 
ding t! « led by an> imet dment referred to above. 

I acknowledge, the duty to disclose information which is material to patentability as defined in 37 C.F.R. 
§ 1 .56. 

I hereby specify the following as the correspondence address: so which all communications about this 
application are to be directed: 

SEND CORRESPONDENCE TO: f _____ 

gg The address associated wish the Customer Number : 27123 

-OR- 1 • • ~~~ 1 

[§j Address Shown (see- below) 
Morgan & Finnegan, L.L.P. 
3 World Financial Center 
New York, New York. 
1028) "2101 
■DIRECT TELEPHONE CALLS TO: 
212-415-8700 
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□ I hereby data foreign priority benefits under Title 35, United States Code § 1 19 (a)-(d) or under 
V) of an} p i for patent t ti ' < i 

PCT nknan « d i >d t n designating ai s one ft other than i US. listed ft loss 
and also have identified below such foreign applications) for patens or inventor's certiltcale or 
such PCT international applications) filed by me on the same subject matter having a filing. date 
within twelve {12) months before that of the application on which priority is claimed: 

[X] The attached 35 U.S.C. § 1 19 claim for priority forth* application^) feed below forms a part of 
this declaration. 

Application Data of filing Date of issue Priority 

Comttry/PCT Number (day, month, yr). (day, month, vr) Claimed 

□ Y QN 

Qy Ok 

□ YON 

£3 1 hereby claim the benefit under 35 U.S.C, § 1 i 9(c) of any U.S. provisional application^) listed 
below; 

Provisional Application No. Date of filing (day, month, yr) 

60/526,833 04 December, 2003 



ADDITIONAL STATEMENTS FOR DIVISIONAL, 
CONTINUATION OR CONTINUATION-IN-PART 
OR PCT APPLICATIONS DESIGN ATING THE U.S. 

I hereby claim the benefit under Title 35, United States Code § i 2C of any United States applications) or 
l i , > i i i replications) d ag the U.S. listed below 



■/PCT Aj or ' filing Da > i i t [ ' — ' h r l 

application no. assigned (For PCT) 

,PCT/2004/04075<5 6-Dec.-20G4. 



L S Pt. I \? tile ,H.I) ^ 1 

applkaticm no, assigned (For PCT) 
□ In this continuation-in-part application, insofar as the subject matter of any of the claims of this 
.application is not disclosed in the above listed prioi United States or PCT international 
applications) in the> .video by the fii > I i States Code, § 

1 .2, 1 acknowledge the duty to disclose ma' ial ml i letli it 
Federal Regulations, § i. 5oo) which occurred between the filing date of the prior applications) 
and the national or PCT interna;, ionai Siting date of ihis application. 
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i hereby ;:ppc-sm: 

1 v c! ^^ ,1 v ) ! ] 27123 



L.J 

I Name I k<:#$<«ick>:i 'Nur>=bcf 



ttrding this s.pph^ixnw wuhont .ihccJ cmsjnronlcatKXt between the U.S. attorneys aad/o? ? 
• me. In she •svc-i-f &f a change in <he poisons) iicmi whom isKtnwtions snay be t&km I w 
;fv the; 'U.S. ittorney;. axl.'os as-'.-!'.;:-. ;);;;i;od hereinabove. 



Citizenship: 
j Poit OfSicc Addi-esi 
I Full cAaw of :;»«<:»•; 
! {?!vc.-:)-;!»r's. f;!te;;iiu;e 



SIGN ATU •■:.!: : ; >V THl-O ANi) ?A -B S KQ i i!VK T IN Y ; INTO?. S FORM 
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*8efore signix > this d >» signing must: 

1. Review the declaration and verify the correctness of all mlbrraalkm therein; and 

2. Steview the specification and the claims, including any amendments made to the claims. 
After the declaration is 'signed, ffte:spdfication and claims are not to be dieted. 

To the foveritor(s): 

The foiktwiag are cited in or pestment to the declaration att;u e te aarompan 
application; 

Title .37, Code of Federal Regulation, 51.56 

Duty to disclose information material to patentability 

<8> A patent by its very nana* is affected with a public interest. The public interest is best served, and hie most 
effective patent examination occurs when, ct the time tie aa-phcatien is hong examined, the Office: is aware 

t n i , 'I ' 

the tiling ami twosecuricm of a patent application has a duty of candor and pood tan); it. dealing with the 
(Hi j i i un 1) n ' > - ' >•,,.< 

n t liij. i I . ! i ' t t ■ i t t u t 

pending claim until the eiaiti 1 i ' < r 

becomes abend 1 naterial to ti I 1 > 

from consideration need not be submitted if the information is not. material to the patentability of any claim 

. , < I I ' I ' 1 111 1 1H ilK I 1 

materia! s the i t t d of any existing claim. '1'he a to disclose ail n tt in to be 

! ( i i i > i 1 1 ti id'etlabi.ttv of 

, t t t t n 

97, | ief ( n.Tl ■ x ' ba material 

to oatentaWlin' is deemed to be saiis tied if ail reformation known to he materia; to patentability of any 
claim issued j» a patent was cited by the Office or submitted to the Office in the manner prescribed by §§ 

l m J < it 1 ' 1 hr i t id ias 

intentional misconduct. TheOfffc* eticouragesapplicauts to cgrefidly examine: 

( i , p r1l a application, and 

(2) the closest information over which individuals associated with the tiling or prosecution of a patent 
application believe any penning claim paumiably de nr.es, to make sere chat any material 
information contained therein is diseiosed to the Office 

(V> Under this section, information is material to patentabbity when it is not cumulative to information already 
of record or being made oh record in me application, and 

(1) It. establishes, by itself or in combination with other information, a prima facie case of 
unpatentability of a claim; or 

(?.) It refutes, or is inconsistent with, a position the applicant takes in: 

(1) Opposing an amumem of unpatentability tehee on sy the Office, or 



(if) Asser ting an. argument of patentability. A prima facie case of uapatentabiJ sty is 
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established when tb-.i information compels a conclusion dmt a claim is 
unpatentable under the pfepwjdw.ee of evidence, tawto-ef-proof standard, 
.giving each term to the cisint its broadesf reasonable construction consistent 

i i t i ' i is given t vidence which 

may be sa&mtttcd in an attempt to establish a contrary conclusion of 
patentability. 

(c) idividi - ith the filing o coonon of a patent application within the meaning of this 
section are; 

(•) Each inventor earned in the application; 

(2) Bach attorney ,ir agent who prepares or prosecutes the application; and 

(3) Every other person who Is substantively involved m the preparation or prosecution of the 
application and who is associated with ii» inventor, with the assignee or with anyone to whom 
there is an obligation to assign the application. 

(d) Individual other than the attorney, Agent or inventor may comply with this section by disclosing 
information to the .attorney, agent, or inventor. 

(e) In any continuation-in-part application, the duty under this section indoles the duty to disclose to the 
Office ail information known to die person to be material to patentability, as defined in paragraph (b) of 
this section, which became available between die filing date f prior i 1 i and the National or 
PCX international filing date of the continuation-in-past application. 

Title 35* U:& Code § 101 

Inventions patentable 

Whoever iavenis or discovers any new and use-fit i process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obiaitt a patent therefor, subject to the 
conditions and requirements of this title. 

Title 35 U.S. Code § 102 

Conditions for patentability; novelty and loss of right to patent 
A person shall be entitled to a. patent unless — 

(a) the invention was known or used by others a; fins country, or patented or described in a printed publication 
in this era eraigt country bets v. rr end i thereof by the applicant for patent, 

(b) the: lBV«ixtion : was patented or described ro a printed publication in this or foreign country or in public ase or 
( al i u j i r ti i r ( 'a ir hi) tut 

(c) he has abandoned the -Invention, or 

the invention was first patented or caused to be patented or was the subject of an inventors certificate, by 
- • • — - f™;™ ™.!«M! nrWtn ti,,.. /vfrl-.is application 



ie applicant or h s < a . r e 'i 



is i i i i tor's certif >re than twesve » 

before the filing of the application rathe United States, of 



The invention was described it; 



10581.26 vl 



Senal No: JjL.v. 



Docket No. 4742-4001USI 



(ii in application ! it, pub lied in da i 122 in I I nited States 

U! v , ,i . - ' i > i "1 1 ' ' end 

du tit defined i j i shad , - i effect o i subsection I Rational 

> • 1 t ' ' 

! f i -J States \ published J svrticie 2 1(2)(a> of such treaty is the English ! n J or 

(2) a patoat granted on an ^ppl rat on fc>' patent h> < i he i * before the 

j v t , , i (oi 1 "i n the United 

, ■ < ' t ^ tonal apr he ion filed 
under the treaty denned in section 35 If aj; or 

(I) he did not himself invent the subject matter sought to be patented, or 

Cg) (It during the course of an interference conducted under section 135 or section 2<H, another inventor 
involved Wits establishes, to the extent permitted in section 104, that before such person's Invention 
titer ci'hc mvM wtu i ] t - . . i i 1 

bctcR suti i d ) t 

not abandoned, suppressed, or concealed it. It) determining ierity et'eiveetion tinder this subsection, there 

i i i t[ nvention 

but also the reasonable diligence ef'one who was first io conceive and last to reduce to practice, from a time 
prior to conception by the other. 

Title 3 5, U.S. Codes § 103 

103, Conditions for patentability; non-obvious subject matter 

(at A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject mat er >s it whole would h tve >een id i t tor was made to 

n 1 t t n si r i ■ t shall not be 

negatived by ti emanoet i ! ■ <' > 

lb) (I) Notwithstanding subsection to), and upon timely election by the applicant for patent to proceed under 
In 111 i i ! 1 1 ' 1 1 ' ' v 1 

section 102 arid nonobvknts under subsecuor, {a} of this section si' ci! be considered nonobvious if— 

(A) claims to the process and the composition of matter are contained hi either the same 

ppl t i effective filing date: 

and 

(B) the ■composition of matter, and the process at the time it was invented, were owned by the 

m< [ ■ i t s i j v , < i 

(2) A patent issued on s process tinder paragraph (1)— 

(A) shall also contain the claims to the composition of matter used in or made by that process, 

(B) shall, if such composition of matter is claimed in another patent, be set to expire on the 
same date as such other patent, notwithstanding section 154. 

(3) For purposes of paragraph (1), the term "biotechnoJogical process" msans-- 



-lii- 
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a process of genetically altering or otherwise inducing a single- ooBuUf-celied organism 



(it) inhibit eliminate, augment, or ate expression of an endogenous nucleotide 

(iii) express a specific physiologies! characteristic not naturally associated with said 
organism; 

(Bj cell fusion procedures yielding a cell line that expresses a specific pfotera, such as a 

monoclonal antibody; sod 
(XT) a method of using a product produced by a process defined by subparagraph (A) or (B), 
r a com! ' 
(c) vi erdevc 1 ><i < > under one or more of 

subsections (e). (j), and taf) of section 102 of ibis title, shall nor preclude patentability wider this section 
e the subject i itbeciai i » he invention was made, owned by the 

, , r i L i . t h s i pt - i 

Title 35, U.S. Code § 112 (in part) 

SpectficaiKtn 

The specification shall contain a written desan ) i 1 1 i u » I m } 1 s n 

as-nc'it, in such full clear, concise and exact tctros as to enable any person sis i»ed in the art to which it pertains, or 
wttbwbich it is most nearly conn ted n ind a t mode contemplated by 

the inventor of carrying out his invention. 

Title 35* U.S. Code, § 1 1 9 

Benefit of earlier filing, date in foreign country; right of priority 

(a) > - cation ibrpatemt s ait nven! filed i his coin ; , ir per dx ha c who e ^g ( S 

representative 1 I I < i foMho same mvenb.Oi 

, , n -r (1 r( i > I I tl <. I 1 ' •» ted ' 

f the United State r in a WTO member cowra 1 <> I ame effect 3S the sarot 
application would have if filed in this country on the dote on which the application for patent for the same 
invention was nisi filed in such foreism country, if tee application in tins country is filed within twelve 
month from fii iestd ' > 1 ff >' 

any application for patent for an invention which bed been patented or described in a primed publication in 
i < ti m in Uhs- country, of 

hicb te< ' ) public use < on ate »thi country more than oat r -ea prior to uch.fil.jag. 

{¥> ('l) No application for patent shall be entitled to this right of priority unless a claim is filed in the Patent and 
TwKft t i pplieatioa tw tforei 

( < liectual property autberit it- r the applicator 

i , r - j c;;1 . the per p ttion as required by the 

Director, 

(2) The Director m.ay consider me failure of the applicant to file a timely claim for priority as a 
wriiver of any such ciaim. The Director may establish procedures, including the payment ol a 
.surcharge, to accept an unintentionally delayed claim under this section. 

{3) The Director iisay require a certified «n P eeificauon, and 
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drawings upon which it is hased n slati I H -iua glitch I tgtiag t 

( , l ti ' twl Iv madt by the 

breign » 1 <t pi iii owl he foreign implication was filed and show the 

date of the application and of the filing of the specification and other papers. 

(c) In like manner and subject 10 the same conditions and requirements, the right provided is tins section may 
bebasedipona . 1 ' • i 1 - ' > 1 
fo-.»^i t .i 1 1 1 ! 1 

been withdrawn, abandoned, or otherwise disposed of. without having been laid open to public inspection 
and without leaving any rights outstanding, and has not served, at .-thereafter shall serve, as a basis for 
claiming a right of priority. 

(d) sop i i r n \ i r t led in a i i s « r 

,t i t 1 t t i " I I t n h h 

ssm e manner and have the same effect for purpose of the right of priority unties this section as applications 
t f n fl i it I 1 ' »> 1 1 1 

patents, provided such applicants are entitled to the benefits, of the Stockholm Revision of the Paris 
Convention a) the t«ne of stud; fdieg. 

(e) (1) AiiappK.-io.iV.rpat at.Mi.a . >> tt„M u o i o „ut on „ J -J 
in the mariner provided by the iirst paragraph ot' section 1 i 3 ofmis title m a provisional application tiled 

t his title, by a i < J led in the pi plication, shaJ 

have i same It as t such Invention, as J tiled on the date of the provisional application filed 
intersection KHbtof 'it title, if t 1 umiet section 1 Ii (a) ot i ' > 

1 tu v. i ii dm hut tin ' i ! > ■ ~ 1 

it cOiUm or i amend d to > ttai t n. No application shal 

It nlidcl>on b^n "it «f an ear ter filed o ut < I ' nlwsan 

amendment™ it I r r 

time during the pendency of the application as required by lite Director, due Director may consider die 
fttiure ro submit such an amendment within that time period as a waiver of any benefit under ibis 
subsection. The Director may establish procedures, including; the payment of a surcharge, to iiceept an 
, , l u It > i r thep id ! dtlte 

application. 

(2 ! A provisional application filed under section 1 1 1 Co) of mis title may not be relied upon ia any 

proceeding in the Patent and Trademark Office unless the fee set forth in subparagraph (A) or (C) 
of section 41(a)(2) of this title has been paid. 

(3) lithe dav that is 1 2 mouths after die filing date of a provisional application falls on a Saturday. 
Sunday, or federal holiday within the District of Columbia, the period of pendency of the 
proM icna r P 1 ' lie hi t t .c ilar or business day. 

(f) Applications tor plant breeder's nans idea in a W X O member country Cor in a foreign UPOV Contracting 

t ! , . i It i i ( t 1 i i 

this section as applications for patents, subject to the same conditions and requirements of this section as 
apply io applications for patents. 

{g) As used in this secdon-- 

(1 ) r.he term " WTO member country' has the same meaning as the term is defined in section J 04(b)(2) 
of this title; ami 

(2) the term "UPOV Contracting Patty" means a member of the Imermuicmn! Convention for the 
Protection of Now Varieties of plants. 
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T5tle3S,U.S.Cflde,§ 120 

i » StaU 

An application for patent fct an invention disposed i» the manner provided by the first paragraph of section 1 12 of 

! Hi 1 I! >< ! 1 i ' 

, i » - ! ' ' ' *- n ' 11 1 * u 1 

invention as ihou!'!> ill on the date of the t j >u if nied u i f 's n\ ^ 1 r i ' 
l t ,,,« of proceedings on ;be t .r.pucat.on or or an i > t. nil c t k i to U benefit 1 h r >, 
date of the first application and if it contains or is ontenbod to contain .'. specific reference to dw eatiiw tiled 
^application. Na application hull b led ro the ben ' *er this section mi 

an amendment containing the specific reference u> (he earlier filed application is submitted at suet! time during 
i , s Tltel tefailm 

, . t,„ >within that tit r I teetion. The Director may establish 

procedures, including thepaxmtettt of a surcharge, to accept <w imiouMiomtiy delayed submission oj an 
amendment under this section. 

Please read carefully before si 1 ' ' > ' «ta U F - ? ing Application. If .yo« 
have any questions, please contact Morgan & Pinnegan, L.L.P. 



, i t 



